Pharm dev € 


a t Enalish (en) v 


—/ 


Dashboard / My courses / MCQ Question Bank / Quiz Generator / Updates / Generate your own quiz / Reports / Rose Wang's attempts / Review attempt 


QUIZ NAVIGATION 


Generate your own quiz 
Canadian Healthcare System, Law and Ethics, 93 questions - reviewing attempt by 


6 8 K $ 
AAS Rose Wang submitted on Thursday, 21 November 2024, 6:39 AM 
m [a2 (42 ] (44 ] [95 User ] Rose Wang (nw ubepharm@hotmail com) 
ne a e ‘Attempt start time | Thursday, 21 November 2024, 639 AM 
16 || 17 || 18 || 19 || 20 State of attempt | complete 
Enh hm ‘Attempt finish time | Thursday, 21 November 2024, 639 AM 
21 |[ 22 |{ 23] [24] [25 Time taken (hh:mm:ss) | 00:00:05 
aa Score | 0.00 out of 93.00 (0.00%) 
26 | 27 ]{ 28] [29] [30 
nh = 12345678910 
alela sia Question # 21 
eo ia all a 1D: 55653 Which of the following statements is FALSE regarding the licensing of Natural Health Products (NHPs)? 
Eam m m jeunes 
41 || 42 || 43 || 4a || 45 Flag qu Select one: 
= = = = = o Manufacturers require specific site licenses ® 
= a a a Labelling requires inclusion of possible side effects % 
51 }1 52} 53) | 54} | 55 Companies must report severe adverse reactions to Health Canada * 
= = = = = Health practitioners who compound NHPs also require specific site licenses Y 
Benn 
61 | { 62) [65 | [ea] [os 
rt ft f ff TOPIC: Drug Approval Process 
66 || 67 || 68 || 69 || 70 
rt tL LEARNING OBJECTIVE: 
To identify Natural Health Product (NHP) regulatory requirements. 
BACKGROUND: 
The Federal Natural Health Products Regulations monitors the manufacturing, labelling and marketing of 
natural health products, Manufacturing sites need to be licensed as well as companies that package, label 
and/or import NHP's must carry a license. These regulations do not apply to healthcare professionals who 
compound products for their patients, or to retailers of NHP's. Evidence for efficacy and safety is an 
important part of the application process. Labelling requirements are established to reduce the Improper use 
a [o [es of these medicines. The NHP Regulations require product license holders to monitor all adverse reactions 
| a | related to their products and must report serious adverse reactions to Health Canada. 
Finish review 
RATIONALE: 
Correct Answer: 
+ Health practitioners who compound NHPs also require specific site licenses - Healthcare 
plactitioners whe compound lon patienisde nol requires license: 
Incorrect Answers: 
+ Manufacturers require specific site licenses - Companies that manufacture, package, label and 
import products require site licenses for NHP's. 
© Labelling requires indludon of possible side effects - Adverse reactions andiprecautionary 
statements should be included on the label if applicable. 
= Companies musk raport severe aivars risoto to Hasith Canada - Linse holders must report 
severe adverse reactions to Health Canada. 
TAKEAWAY/KEY POINTS: 
Healthcare practitioners who compound NHPs for their patients or retailers of NHPs do not require a site 
license. 
REFERENCE: 
[1] About Natural Health Product Regulation in Canada. Government of Canada. Date modified: July 6, 2022. 
Accessed February 23, 2023. https://www.canada.ca/en/health-canada/services/drugs-health- 
producis/nakirai non preseriphon/regilalionhtl 
The correct answer is: Health practitioners who compound NHPs also require specific site licenses 
Question #: 22 


10: 52068 Which of the following statements regarding the drug review process in Canada is true? 
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Select one: 


Health Products and Food Branch of Health Canada ensures all drugs granted marketing { 
authorization meet the requirements set by the Food and Drugs Act. 


Drugs até authorized for sale in Canada once clinical trials show the potential therapeutic value  % 
which outweighs the risks 


New Drug Submissions are submitted to Health Canada to have a record that a new drug hasbeen % 
developed and entered the market, 
All drugs are granted Notice of Compliance and a DIN number ¥ 


TOPIC: The Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify the new drug submission process, 


BACKGROUND: 


Medications must go through the drug review process in order to be authorized for sale in Canada, When a 
sponsor decides to market its drug in Canada, it must file a New Drug Submission with The Health Product 
and Food Branch (HPFB). Experts in the HPFB review the New Drug Submission in order to assess the safety, 
efficacy, and quality of the product. HPFB can then either grant authorization or reject the submission. If 
authorization is granted, the drug is issued a Notice of Compliance (NOC) and a Drug Identification Number 
(DIN) and it can be marketed in Canada. If the submission is rejected, the sponsor has the opportunity to 
gather all the necessary information and re-submit the files for reconsideration. In every stage of the drug 
review process, HPFB ensures that all marketed drugs meet the requirements set by the Food and Drugs Act 
(FDA). 


Not all drugs created are granted a NOC and DIN, only those that are approved by Health Canada. 
RATIONALE: 
Correct Answer: 

* Health Products and Food Branch of Health Canada ensures all drugs granted marketing 
authorization meet the requirements set by the Food and Drugs Act. - After positive clinical trial 
results, a new drug submission can be filed with the Health Products and Food Branch for review. A 
notice of compliance and DIN number is issued if approved and the drug can then be marketed. 

Incorrect Answers: 
* Drugs are authorized for sale in Canada once clinical trials show the potential therapeutic value 


which outweighs the risks - Drugs must go through the drug review process and be approved first by 
Health Canada before they are sold. 


New Drug Submissions are submitted to Health Canada to have a record that a new drug has been 
developed and entered the market - New drug submissions do not necessarily mean they are on the 
market. 


All drugs are granted Notice of Compliance and a DIN number - Not all drugs are granted a NOC 
and DIN, only those that are approved by Health Canada. 


TAKEAWAY/KEY POINTS: 

Medications must go through a rigorous process before being approved for the market by Health Canada. 
REFERENCE: 

[1] Health Canada. How Drugs are Reviewed in Canada. hitp://www.he-sc.ge.ca/dhp- 
mps/prodpharma/activit/{s-fi/reviewfs_examenfd-eng.php. 


The correct answer is: Health Products and Food Branch of Health Canada ensures all drugs granted 
marketing authorization meet the requirements set by the Food and Drugs Act. 


THE NEXT 2 QUESTIONS INCLUSIVE REFER TO THE FOLLOWING CASE: 


KC is a 50 year old female who is picking up apixaban and bisoprolol prescriptions from her usual 
pharmacy. The pharmacy charges a $10 dispensing fee. The apixaban and bisoprolol prescription costs 
are $98 and $25 (not including dispensing fee). The pharmacy processed the apixaban first. Her plan 
covers up to a $10 dispensing fee, has a 5% co-pay and an annual $100 deductible for prescription 
drugs. KC has not paid any money towards her deductible yet. 


What does KC owe the pharmacy for the apixaban prescription? 


Select one: 
$98 v 
$8.15 X 
$108 X 
$490 X 


Question # 24 
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TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To understand and apply terms associated with payment in a retail pharmacy setting. 


BACKGROUND: 


There are lots of third-party (private) plans available. Each private plan will differ by the specific drugs 
covered (plan formulary), the maximum allowable cost of the drug (preferred pricing), and how much is 
covered (e.g. 20% vs. 100%). 


A deductible is a fixed amount that should be paid first (every year) before the insurance starts paying for the 
medications. The insurance company sets the deductible amount. Deductibles may be paid off at one 
pharmacy visit, or over multiple visits until the set amount has been paid by the patient. 


Co-pay is a fixed amount of money that is paid each time patients receive a health care service. For example, 
your insurance might require you to pay a co-payment of $2 for each prescription filled. 


Some plans also have caps, which can be to limit supply or total cost at any given time. For example, some 
plans may have a maximum amount of money that will be covered for claims within a specific time period 
(e.g. only covers specific fertility medications up to $3,000 annually). Caps on supply may limit to one to three 
months of drug supply at a time. If there is a cap for three months supply at a time, patients needing more 
than three months supply would have to pay for the additional supply. An exception to this can be vacation 
supply, which if the plan covers would enable patients to get a higher than normally covered quantity of the 
drug at a time. Caps also control how quickly a patient can refill a drug. For example, early refills are usually 
accepted by most plans provided the days passed since the last refill date is more than 2/3 of the total day 
supply. 


When determining what patients are required to pay, it is important to understand the above terms specific 
to the plan in question. If the total prescription cost is provided, the dispensing fee must be subtracted first 
as plans usually have separate specified coverage for it. Then, using the total drug cost only, calculate how 
much the patient and insurance will cover based on co-payments and factor in any remaining deductible. 


RATIONALE: 


Correct Answer: 


© $98 - Calculation as follows: $98 + $10 = $108. $10 dispensing fee is covered. Co-pay is 0.05 x $98 = 
$4.90. KC pays the full apixaban drug cost because she has not paid off her deductible yet. 0.95 x $98 
= $93.10. $4.90 co-pay + $93.10 = $98. 


Incorrect Answers: 


e $8.15 - KC pays this for the bisoprolol prescription after filling the apixaban prescription ($6.90 
remaining deductible + $1.25 usual 5% co-pay). The dispensing fee is covered by the plan. 


* $108 - This is the total cost of the apixaban prescription. However, KC's plan covers the full dispensing 
fee and is not dependent on the deductible being paid off. 


© $4.90 - This is the 5% co-pay for the apixaban prescription, However, KC also needs to cover the other 
95% of drug cost since the deductible is not yet paid. 
TAKEAWAY/KEY POINTS: 


Once the deductible has been paid off, the patient only needs to pay the fixed co-pay per prescription. If the 
deductible is not paid off, the patient will need to pay the fixed co-pay per prescription in addition to paying 
towards the deductible. 


REFERENCE: 


[1] Copays, deductibles, and coinsurance. Cigna. https://www.cigna.com/individuals-families/understanding- 
insurance/copays-deductibles-coinsurance. 


The correct answer is: $98 


What does KC owe the pharmacy for the bisoprolol prescription? 


Select one: 
$98 X 
$815¥ 
$25 % 
$1.25 % 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To understand and apply terms associated with pavment in a retail pharmacy settina. 


Question # 25 


1D: 52278 


Not answered 


BACKGROUND: 


There are lots of third-party (private) plans available. Each private plan will differ by the specific drugs 
covered (plan formulary), the maximum allowable cost of the drug (preferred pricing), and how much is 
covered (e.g. 20% vs. 100%). A deductible is a fixed amount that should be paid first (every year) before the 
insurance starts paying for the medications. The insurance company sets the deductible amount. Deductibles 
may be paid off at one pharmacy visit, or over multiple visits until the set amount has been paid by the 
patient. Co-pay is a fixed amount of money that is paid each time patients receive a health care service. For 
example, your insurance might require you to pay a co-payment of $2 for each prescription filled. Some 
plans also have caps, which can be to limit supply or total cost at any given time. For example, some plans 
may have a maximum amount of money that will be covered for claims within a specific time period (e.g. only 
covers specific fertility medications up to $3,000 annually). Caps on supply may limit to one to three months 
of drug supply at a time. If there is a cap for three months supply at a time, patients needing more than three 
months supply would have to pay for the additional supply. An exception to this can be vacation supply, 
which if the plan covers would enable patients to get a higher than normally covered quantity of the drug at 
a time. Caps also control how quickly a patient can refill a drug. For example, early refills are usually accepted 
by most plans provided the days passed since the last refill date is more than 2/3 of the total day supply. 
When determining what patients are required to pay, it is important to understand the above terms specific 
to the plan in question. If the total prescription cost is provided, the dispensing fee must be subtracted first 
as plans usually have separate specified coverage for it. Then, using the total drug cost only, calculate how 
much the patient and insurance will cover based on co-payments and factor in any remaining deductible. 


RATIONALE: 


Correct Answer: 


e $8.15 - After filling the apixaban prescription, KC pays $8.15 for bisoprolol ($6.9 remaining deductible 
+ $1.25 usual 5% co-pay). 


Incorrect Answers: 


© $98 - This is the drug cost of apixaban once dispensing fee is subtracted from the total prescription 
cost. 


* $25 - This is the drug cost of bisoprolol and KC does not need to pay the full drug cost. 


e $1.25 - This is the 5% co-pay for the bisoprolol prescription. However, KC still needs to pay $6.9 
towards the annual deductible after filling apixaban. 


TAKEAWAY/KEY POINTS: 


Once the deductible has been paid off, the patient only needs to pay the fixed co-pay per prescription. If the 
deductible is not paid off, the patient will need to pay the fixed co-pay per prescription in addition to paying 
towards the deductible. 


REFERENCE: 


[1] Copays, deductibles, and coinsurance. Cigna. https://www.cigna.com/individuals-families/understanding- 
insurance/copays-deductibles-coinsurance. 


The correct answer is: $8.15 


At the annual S6 summit, Health Canada announced that the 2023 health expenditure growth rate in 
Canada is 1.5%. During the session, the preliminary rate of 2024 was forecasted to increase by 1.3%, 
for a total of 2.8%. It was announced that many healthcare providers, especially hospitals, are still 
experiencing the lingering effects of the COVID-19 pandemic. 


Which of the following statements regarding health expenditures and trends in Canada is true? 


Select one: 
Health expenditure per capita is highest in the territories versus the provinces ¥ 
Health expenditure is the same across provinces and territories and is trending up * 
Hospitals, medications, and dental services account for more than 60% of the total health spending * 


The private sector spending on health accounts for more than 70% of the total health expenditure X 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
To identify trends in health expenditures. 


BACKGROUND: 


Health expenditure is a measure of the costs of providing healthcare services. This may be measured per 
capita or compared province to province or territory. The territories have the highest health expenditure per 
capita. This is mainly due to the smaller population and the larger geographical region than in other 
provinces. Health expenditures vary across provinces and territories and are trending upwards. Hospitals 
(25.6%), medications (13.9%), and physician services (13.8%) account for more than 50% of the total health 
spending. Provincial and territorial government spending on health accounts for 75% of the total health 
expenditure, Private sectors finance Canada's health svstem as well and are responsible for 25% of the total 


Question # 26 
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health expenditures. 
RATIONALE: 


Correct Answer: 


* Health expenditure per capita is highest in the territories mainly because the population is very 
small and the geographical area is large. - The territories have the highest health expenditure per 
capita due to the small population and large geographical area. 


Incorrect Answers: 


* Health expenditures vary across provinces and territories and have an increasing trend. - Although 
correct that health expenditures vary and trend upwards, it does not address the specific question 
about the territories having the highest per capita expenditure. 


Hospitals, medications, and physician services account for more than 60% of the total health 
spending. - Hospitals, medications, and physician services account for over 50% but not 60% of the 
total health spending. 


Provincial and territorial government spending on health accounts for 70% of the total health 
expenditure. - Provincial and territorial government spending on health accounts for 75%, not 70%, of 
the total health expenditure. 


TAKEAWAY/KEY POINTS: 


The territories have the highest health expenditure per capita. This is mainly due to the small population and 
a large geographical area. 


REFERENCE: 


[1] Canadian Institute for Health Information. National Health Expenditure Trends. 
https://www.cihi.ca/en/national-health-expenditure-trends. 


The correct answer is: Health expenditure per capita is highest in the territories versus the provinces 


The provincial government of Nova Scotia has recently received their annual sum of money for 
medically necessary services. However, during the year, the province violated the Canada Health Act 
by charging a number of user fees for patients undergoing medically necessary services. Therefore, 
the sum of money the provincial government received was reduced from last year. 


What is the term for the sum of money given to provincial governments specifically to deliver healthcare? 


Select one: 
Canada Health Transfer Y 
Transfer Payment ¥ 
Equalization ® 
The Canada Social Transfer % 


TOPIC: Canadian Healthcare Systems 


LEARNING OBJECTIVE: 
To identify proper terminology regarding the funding of the healthcare system. 


BACKGROUND: 


The federal government allocates funds to each province or territory. Then, each province or territory is 
responsible for deciding how to spend the money. The sum of money given to each province is called 
transfer payments. There are four main transfer payments: Canada Health Transfer (CHT), Canada Social 
Transfer (CST), equalization, and Territorial Formula Financing (TFF). The term transfer payment is not specific 
to healthcare. 


* CHT: the money given to each province to specifically deliver healthcare 


* Equalization: a transfer program that addresses fiscal disparities among provinces, enabling less 
prosperous provinces to provide services that are comparable to those in other provinces (at 
comparable levels of taxation) 


© TFF: an annual unconditional transfer for the territories due to the high cost of providing public 
services 


e CST: provides support to all Canadians in the categories of social assistance and social services; early 
childhood development and post-secondary education 


RATIONALE: 
Correct Answer: 


e Canada Health Transfer - The Canada Health transfer is the process of monetary allocation from the 


Question #: 27 
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Incorrect Answers: 
© Transfer Payment - The term transfer payment is not specific to healthcare. 


© Equalization - Equalization is a transfer program that addresses fiscal disparities among provinces, 
enabling less prosperous provinces to provide services that are comparable to those in other 
provinces. 


© The Canada Social Transfer - The Canada Social Transfer (CST) is a transfer program for the support of 
post-secondary education, social assistance, and social services. 
TAKEAWAY/KEY POINTS: 


The Canada Health Transfer is the method of monetary allocation to Canada's provinces and territories for 
healthcare. 


REFERENCE: 


[1] Health Canada. Equalization Program. http:/Avwwin.gc.ca/fedprov/eqp-eng.asp. 

[2] Health Canada. Canada Social Transfer. http://www.fin.gc.ca/fedprov/cst-eng.asp. 

[3] Health Canada. Federal Transfers to Provinces and Territories. http://www.in.gc.ca/access/fedprov- 
eng.asp. 


The correct answer is: Canada Health Transfer 


Which of the following is NOT a primary set of regulations that may apply to a product under the Food and 
Drugs Act (F&DA)? 


Select one: 
Food and Drug Regulations * 
Cosmetic Regulations X 
Medical Device Regulations * 
None of the above Y 


TOPIC: Drug approval process 


LEARNING OBJECTIVE: 
Classification of Products according to F&DA 


BACKGROUND: 
Classification according to Food and Drug Act (F&DA) is the first regulatory step for products undergoing the 
approval process. As per F&DA, a product can be classified into drugs, devices, food, or cosmetics. The four 
primary sets of regulations that can apply to a product under the Food and Drugs Act (F&:DA) are: 

1. Cosmetic Regulations 

2. Food and Drug Regulations 


3. Medical Devices Regulations 


4, Natural Health Products Regulations 


Drugs are further divided into the categories: natural health product, biologic, pharmaceutical or disinfectant. 
Natural health products are governed by the Natural Health Product Regulations (NHPR), while the remaining 
three are regulated under the Food and Drug Regulations. 


There are situations in which determining the classification of a product is not immediately clear, especially 
when a product falls into multiple definition categories. Such products are referred to as ‘interface products 
i.e. drug-medical device interface, cosmetic-drug interface, and the food-natural health product (NHP) 
interface. In this situation, manufacturers may request the Pharmaceutical Drugs Directorate (PPD) to assist 
with classification. 


RATIONALE: 
Correct Answer: 


+ None of the above - All of them are part of the four main sets of regulations that may apply to a 
product under F&DA. 


Incorrect Answers: 
* Food and Drug Regulations - It is the part of four main sets of regulations. 
* Cosmetic Regulations - It is the part of four main sets of regulations. 


+ Medical Device Regulations - It is the part of four main sets of regulations 


TAKEAWAY/KEY POINTS: 
The four main sets of regulations that may apply to a product under the F&DA include the Cosmetic 


Question #: 28 
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Question #: 29 
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Regulations, the Food and Drug Regulations, the Medical Devices Regulations, and the Natural Health 
Products Regulations, 


REFERENCE: 


[1] Classification of Products under Food and Drugs Act (F&DA), Health Canada. 
https://www.canada.ca/en/health-canada/services/drugs-health-products/classification-products-food- 
drugs-act.html 


The correct answer is: None of the above 


The cultural competency system is a continuous process for development for all pharmacists that 
consists of four competencies. 


Which of the following is NOT part of the cultural competence continuum? 


Select one: 
Cultural diligence Y 
Cultural awareness % 
Cultural sensitivity % 


Cultural competence % 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 


To identify cultural competencies. 


BACKGROUND: 


Cultural competence is the ability to understand, communicate with, and effectively interact with people 
across cultures. Cultural competence encompasses being aware of one's own world view, developing positive 
attitudes towards cultural differences, and gaining knowledge of different cultural practices and world views. 
The cultural competence continuum contains cultural awareness, cultural knowledge, cultural sensitivity, and 
cultural competence. These competencies are sequential, and one must achieve cultural awareness before 
obtaining cultural knowledge and so forth. Refer to the diagram below to understand the progression of 
competencies. 


Cultural Competence Model™ | 


E 6 E) 6 


RATIONALE: 
Correct Answer: 


* Cultural diligence - Cultural diligence is not a part of the cultural competency system. 


Incorrect Answers: 
© Cultural awareness - Cultural awareness is the first competency. 
* Cultural sensitivity - Cultural sensitivity is the third competency, coming after cultural knowledge. 


© Cultural competence - Cultural competence is the last and highest rank in the cultural competency 
model. 
TAKEAWAY/KEY POINTS: 


The cultural competence system includes cultural awareness, cultural knowledge, cultural sensitivity, and 
cultural competence. 


REFERENCE: 


[1] The Winters Group. Clinician's Guide to Cultural Competency: Resources for Health Professionals. Loma 
Linda University. https://libguides.llu.edu/c.php?g=4293958p=2929607. 


The correct answer is: Cultural diligence 


Which of the following CANNOT be submitted for a Common Drug Review (CDR)? 


Select one: 


A drug with new indication that has previously received a NOC ¥% 
A drua witha NOC/c [Notice of Compliance with Conditions] X 


Question #: 30 
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A drug witha: NOC [Notice of Compliance] ¥ 
Natural Health Products Y 


TOPIC: Drug Approval Process 


LEARNING OBJECTIVE: 


To identify the process and characteristics of a Common Drug Review. 


BACKGROUND: 


A Common Drug Review (CDR) is a process where a manufacturer requests the drug to be covered by 
publicly funded drug plans such as the Ontario Drug Benefit plan. This request is made to Canada's Agency 
for Drugs and Technologies in Health (CADTH), who seek advice from the Canadian Drug Expert Committee 
(CDEC) or the pan-Canadian Oncology Drug Review (pCODR) Expert Review Committee (pERC). The review 
assesses current evidence and compares the product to available alternatives in terms of safety and efficacy. 
Cost-analysis and cost-effectiveness reviews are then completed to determine if this addition would be of 
benefit. When new indications for medications exist, manufacturers are able to resubmit a common drug 
review. Recommendations are then released by CADTH and it is up to the provincial and territorial 
governments to decide whether or not this drug is to be included in publicly funded formularies. Any new 
drug, combination product, or drugs with indications that have received a NOC or NOC with conditions 
(NOC/c} can be eligible for review. Any drug that has a pending NOC(c) may also be submitted for review. 
However, Natural Health Products are ineligible for submission. 


RATIONALE: 
Correct Answer: 


e Natural Health Products - Natural Health Products are outside of CADTH's mandate. 


Incorrect Answers: 


* A drug with new indication that has previously received a NOC - When medicines have newly 
approved indications, a common drug review can be submitted. 


* A drug with a NOC/c [Notice of Compliance with Conditions] - Any drug with an approved or 
pending NOC with or without conditions may be submitted for a CDR. 


* A drug with a NOC [Notice of Compliance] - Any drug with an approved or pending NOC with or 
without conditions may be submitted for a CDR. 


TAKEAWAY/KEY POINTS: 
Natural Health Products are ineligible to be submitted for a Common Drug Review (CDR). 


REFERENCE: 


[1] CADTH Common Drug Review (CDR). CADTH. Canadian Agency for Drugs and Technologies in Health. 
CADTH Common Drug Review. Date modified: November 27, 2017, Accessed: February 23, 2023. 
https://www.cadth.ca/submit-drug-cdr-review. 


[2] Notice of Compliance - Health Products. Health Canada. Date modified: October 25, 2023. Accessed: 
February 23, 2023. https://www.canada.ca/en/health-canada/services/drugs-health-products/drug- 
products/notice-compliance.html. 


[3] Canadian Drug Expert Committee. Canada’s Drug and Health Technology Agency. Date modified: October 
11, 2017. Accessed: February 23, 2023. https//www.cadth.ca/canadian-drug-expert-committee-cdec. 


The correct answer is: Natural Health Products 


Your long-standing customer, RK, calls the pharmacy to obtain more information about 

Wegovy® (semaglutide) 0.25 mg pre-filled single-use pen. RK has a body mass index (BMI) of 32 
kg/m? (normal range: 18.5 to 24.9 kg/m?) and was recently initiated on the medication by their 
endocrinologist as an adjunct to lifestyle management for weight loss. RK has been using the pen for 
three weeks and believes she is experiencing side effects. 


What is the name of Health Canada’s post-market surveillance program? 


Select one: 
The Canada Vigilance Program ¥ 
MedEffect Canada * 
Canada Vigilance Online Database % 
Marketed Health Products Directorate (MHPD) X% 


TOPIC: Canadian Healthcare System 


LEARNING OBJECTIVE: 
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BACKGROUND: 


Canada's Vigilance Program is Health Canada’s post-market surveillance program. It collects and analyzes 
reports pertaining to adverse reactions and provides Health Canada with information about post-marketing 
surveillance. The type of adverse effects that should be reported are effects that are unexpected (regardless 
of their severity), particularly for medications that have been recently marketed (less than five years) and 
serious side effects that are expected or unexpected. This enables Health Canada to monitor the safety 
profiles of marketed drugs to ensure that the benefits of the marketed health product still outweigh the risks. 
Once Health Canada suspects that a product poses a significant risk to the public, the product may be re- 
labelled with additional precautions or potentially withdrawn from the market. The vigilance program is part 
of MedEffect. MedEffect Canada was developed to help patients and healthcare providers easily report 
adverse drug reactions or side effects associated with marketed health products in Canada. Information 
regarding safety alerts, warnings, and recalls is also accessible through MedEffect Canada. 


RATIONALE: 
Correct Answer: 


* The Canada Vigilance Program - Canada’s Vigilance Program is Health Canada’s post-market 
surveillance program. 


Incorrect Answers: 


* MedEffect Canada - MedEffect Canada is a website where patients and providers can report adverse 
drug reactions or side effects associated with marketed health products in Canada and obtain 
information on drug safety alerts, advisories, warnings, and recalls. 


* Canada Vigilance Online Database - Canadian Vigilance Online Database contains information 
regarding adverse reactions that are submitted by consumers, health professionals, and 
manufacturers. 


* Marketed Health Products Directorate (MHPD) - MHPD developed the MedEffect program. 


TAKEAWAY/KEY POINTS: 


The post-marketing surveillance and monitoring program in Canada is referred to as the Canada Vigilance 
Program. 


REFERENCE: 


[1] Health Canada. Side effect reporting form. In Health Canada. https://www.canada.ca/content/dam/he- 
s¢/migration/hc-sc/dhp-mps/alt_formats/pdf/medeff/report-declaration/ser-des_form-eng,pdt 

[2] Health Canada. MedEffect Canada - Canada Vigilance Program. http://www.he-sc.gc.ca/dhp- 
mps/medef/vigilance-eng.php 

[3] Health Canada. MedEffect Canada - Health Canada. http://wwwhe-se.ge.ca/dhp-mps/medeff/index- 
eng.phj 

Al Health Canada. Canadian Guidelines for Body Weight Classification in Adults - Quick reference tool for 
professionals. Canada.ca. https://www.canada.ca/en/health-canada/services/food-nutrition/healthy- 
eating/healthy-weights/canadian-guidelines-body-weight-classification-adults/quick-reference-tool- 
professionals.html 


The correct answer is: The Canada Vigilance Program 
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